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DETAILED ACTION 

This is the initial Office action based on the 10/595536 application filed August 1, 
2006. Claims 29-39, as amended, are currently pending and have been considered 
below. Claim 36 is independent. 

Claim Objections 

Claims 29-35 objected to because of the following informalities: claim 29-35 are 
dependent from claim 36, however, are numbered before claim 36 and should be 
numbered after claim 26; claims 32 and 33 state "the method according to claim 36" 
and it appears that they should state -the kit according to claim 36--. 

Appropriate correction is required. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 29, 32 and 35-39 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Reiley et al (US Patent No. 6,575,919). 



Regarding claim 29, Reiley discloses the kit according to claim 36, wherein: 
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said expandable device comprises a volume of contrast medium (filling material 
[138]; col. 10, lines 13-15; col. 10, lines 31-36). 

Regarding claim 32, Reiley discloses the method according to claim 36 (see 
claim objection), wherein: 

said expandable device includes a bioactive agent (ProOsteon™, col. 1 1 , line 

48). 

Regarding claim 35, Reiley discloses the kit according to claim 36, wherein said 
tool comprises: 

a cannulated scalpel (cannula [50]) having a side aperture proximal its distal end 
(interior lumen [44]; see Fig. 4); 

an elongate body housed within said cannulated scalpel and comprising two 
radially extendable arms (therapeutic element [132]; col. 10, lines 7-12) constructed 
such that radially extending arms causes them to extend outward through said aperture 
(see Fig. 13) and retracting said arms causes them to close (see Fig. 12). 

Regarding claim 36, Reiley discloses a kit for performing a procedure on a 
spine, the spine including an epidural space containing a thecal sac, the kit comprising: 

as insertion member for accessing the epidural space (second instrument [40]); 

an expandable device adapted to be inserted into the epidural space by the 
insertion member and expanded so as to compress a portion of the thecal sac and 
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provide a safety zone within the epidural space (therapeutic element [132]; col. 10, lines 
7-12); and 

a tool including means for engaging the ligamentum flavum (penetrating surface 
[35]) and means for resecting a section of the ligamentum flavum (drill bit instrument 
[70] including cutting edges [76]). 

Regarding claim 37, Reiley discloses the kit according to claim 36 wherein said 
tool comprises: 

a cannula (cannula [50]) having a side aperture proximal its distal end (interior 
lumen [44]; see Fig. 4); 

a barbed member coaxially received within said cannula (drill bit instrument [70] 
including cutting edges [76]); and 

a cutting member received on said cannula (penetrating surface [35]). 

Regarding claim 38, Reiley discloses the kit according to claim 36 wherein: 
said kit further includes means for engaging a first anatomical structure (cannula 
[50]) and means for affixing said first structure to a second anatomical structure 
(penetrating surface [35]; drill bit instrument [70] including cutting edges [76]). 



Regarding claim 39, Reiley discloses the kid according to claim 36 wherein: 
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said kit further includes means for engaging and retracting the ligamentum 
flavum (cannula [50]) and means for anchoring the ligamentum flavum (penetrating 
surface [35]; drill bit instrument [70] including cutting edges [76]). 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 



Claim 30 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Reiley et al (US Patent No. 6,575,919) in view of Bennick, Jr (US Patent No. 
4,283,129). 

Regarding claim 30, Reiley discloses the kit according to claim 29, including: 
a contrast medium as applied to claim 29 above. 
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Reiley does not appear to disclose the kit according to claim 29, wherein: 
the contrast medium comprises a radio-opaque non-ionic myelographic contrast 
medium. 

However, Bennick, a reference in analogous art discloses the kit according to 
claim 29, where: 

the contrast the contrast medium comprises a radio-opaque non-ionic 
myelographic contrast medium ("inject radio opaque dyes" col. 8, lines 16-17). 

At the time of the invention, it would have been obvious to one of ordinary skill in 
the art, having the teachings of Reiley and Bennick before him or her to modify the 
contrast medium of Reiley to include radio-opaque non-ionic myelographic properties of 
Bennick. The motivation for doing so would have been "inject radio opaque dyes into a 
patient and to observe the dyes through radiological methods for diagnostic purposes" 
(Bennick: col. 8, lines 16-18). 

Claim 31 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Reiley et al (US Patent No. 6,575,919) in view of Edwards et al (US Patent No. 
5,985,320). 



Regarding claim 31, Reiley disclose the kit according to claim 36, wherein: 
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said expandable device comprises a volume that is injectable (col. 10, lines 13- 

36). 

Reiley does to appear to disclose the kit according to claim 36, wherein: 
said expandable device comprises a volume that is injectable at ambient 
temperatures and more viscous at body temperature. 

However, Edwards, a reference in analogous art discloses the kit according to 
claim 36, wherein: 

said expandable device comprises a volume that is injectable at ambient 
temperatures and more viscous at body temperature (col. 7, lines 50-57). 

At the time of the invention, it would have been obvious to one of ordinary skill in 
the art, having the teachings of Reiley and Edwards before him or her to modify the 
injectable volume of Reiley to include viscous formulation of Edwards. The motivation 
for doing so would have been to "provide compositions and methods for enhancing 
intracellular delivery of bioactive and/or diagnostic agents. It is a further object of the 
present invention to provide less invasive methods for delivering high molecular weight 
and labile drugs, such as proteins and nucleic acid molecules, and diagnostic agents." 
(Edwards: col. 2, lines 6-13). 
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Claim 33 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Reiley et al (US Patent No. 6,575,919) in view of Sharps et al (US Patent No. 
6,602,248). 

Regarding claim 33, Reiley discloses the method according to claim 36 (see 
claim objection), including: 

a contrast medium as applied to claim 29 above. 

Reiley does not appear to disclose the kit according to claim 29, wherein: 
the contrast medium includes a steroid. 

However, Sharp, a reference in analogous art discloses disclose the kit 
according to claim 29, wherein: 

the contrast medium includes a steroid ("epidural steroid injection" col. 55, line 

13). 

At the time of the invention, it would have been obvious to one of ordinary skill in 
the art, having the teachings of Reiley and Sharps before him or her to modify the 
contrast medium of Reliey to include the steroid properties of Sharps. The motivation for 
doing so would have been "diminish perineural inflammation of an affected nerve root, 
leading to alleviation of discogenic pain" to provide "significant improved patient care" 
(Sharps: col. 55, lines 13-25). 
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Contact Information 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SEAN P. DOUGHERTY whose telephone number is 
(571)270-5044. The examiner can normally be reached on Monday-Thursday, 7:00am- 
5:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on (571) 272-4726. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

IS. P. DJ 

Examiner, Art Unit 3736 
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Supervisory Patent Examiner, Art Unit 3736 



